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Box No. I 


Basis of the opinion 
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Box No. II 


Priority 


□ 


Box No. Ill 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
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Box No. IV 


Lack of vinity of invention 


lEl 


Box No. V 


Reasoned statement under Rule 43^»w.l(a)(i) with regard to novelty, inventive step cr industrial 
applicability; citations and exfdanations supporting such statement 
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Box No. VI 


Certain documents cited 




Box No. VII 


Certain defects in the international application 




Box No. VIII 


Certain observations on the international application 



2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written oP"^/«"^f 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the ^PP^^^^^^^^^^^^ 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66.\bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the aPPHcanUs invited ^ submit to t^^ 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 
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Box No. I Basis of this opinion 


1. With regard to the language, this opinion has been established on the basis of: 




^ the international application in the language in which it was filed 




1 1 a translation of the international application into , which is the language of a translation furnished for the purposes of 

international search (Rules 1 2. 3 (a) and 23.1 (b)). 

2. Q This opinion has been established taking into account the rectification of an obvious mistake authorized by or notified to this 

Authority under Rule 91 (Rule 43to. 1(a)) - • u u 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this opinion has been 
established on the basis of: 


a. type of material 




1 1 a sequence listing' 




1 1 table(s) related to the sequence listing 




b. format of material 




1 1 on paper 




1 1 in electronic form 




c. time of filing/fVnmishing 




1 1 contained in the international application as filed. 




1 1 filed together with the international application in electronic form. 


1 1 furnished subsequently to Ihis Audiority for the purposes of search. 


4 n In addition in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
* or fumishe'd, the required statements that the information in the subsequent or additional copies is identical to that m the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


5. Additional comments: 
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Box No. V Reasoned statement under Rule 43 bisA(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement ^ 



1. Statement 

Novelty (N) Claims 7-4,26.28-29 and 38-39 

Claims 1.5-25,27.30>37 and 40-45 

Inventive step (IS) Claims NONE 

Claims 1-45 

Industrial applicability (lA) Claims 1-45 . 

Claims NONE 



2. Citations and explanations: 
Please See Continuation Sheet 
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Box No. VII Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 

Claim 27 is objected to under PCT Rule 66.2(a)(iii) as containing the following defects) in the form or contents thereof: Claim 27 
recites "The GUI-IP of claim 27" in line 1. A claim can not be dependait upon itself. Claim 27 should have been recited as "The GUI- 
IP of claim 23". 
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Box No. VIII Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the questions whether the claims are fully 
supported by the description, are made: 

Claims 38-39 and 41 are objected to under PCT Rule 66.2(a)(v) as lacking clarity under PCT Article 6 because claims 38-39 and 41 are 
indefinite for the following reason(s): Claims 38 and 41 recite "The user interface of claim 14" in the preambles; however. Claim 14 is 
claiming a method, not a user interface, therefore, the preambles of claims 38 and 41 should have read "The method of claim 14 
Similarly, the preamble of claim 39 recites "The user interface of claim 38"; however, claim 38 is dependent upon claim 14, which is 
claiming a method, not a user interface, therefore, the preamble of claim 39 should have read "The method of claim 38 . 
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Continuation of IPC: ,v,^ 
G06F3/00( 2006.01);A61M 5/00( 2006,01 ),31/00( 2006.01);G01D 9/00( 2006.01);G06F 17/00( 2006.01) 



ri* ^" nnlnlv i^Tel^PCT A^^ as being anticipated by Meinzer. Meinz^ teaches a method comprising the steps of 

S^niiif grT^^^^^^ p'uS^GUI-IpJimpleLnted in an inft^ion pump's control unit ^^2^:::r' 

fn fperSg CUs are reduced and number of unrecessary faults decrease to minimum (users can access only a bm.ted amount of 
information on each page displayed on the GUI. as shown in Figures 13a-13d for example). 

Claim 2 lacks inventive step under PCT Article 33(3) as being obvious over Meinzer and Numano. Meinzer teaches all of the limitations 
SZlld tTc "r ILve ^^wever. although Meinzer teaches authorization in inputting infusion parameters (access to the mfusjon 
ruTcUlTs 1 mhed to auAorized pe sonnel) (Meinzer: column 6, lines 41-45). Meinzer fails to expliciUy teach a plurality of evels of 
Srfzat on Numano teaches a graphical user interface that requires authorization to access (Numano: page 1. P^S^'Ph O*" > ^'^''^ 
to S Meinz^ In addition, N^nrno further teaches a plurality of authorization levels for accessmg the parameter of the GUI (four 
us*authoVizlt.on levels) (Numano: pagp 3, paragraphs 0043-0047). It would have been obvK>us to one of ordinary skill .n Ae art 
Z^^f^^X^Xr^ls7u^«^r and Numano before him at the time the invention was made, to modify the infusion pump GU of 
SenVrncSe pV^^ of authorization levels for accessing the GUI, as taught by Numano One would have been motivated to 
mate ^uch r^mWnation in orfer to protect the security of personal information while allowing multiple users to access a database of 



information. 



Claim 3 lacks inventive step under PCT Article 33(3) as being obvious over Meinzer and Numano. Meinzer as modified, teach 
chZinJ the leXof La^^^^ via requesting identification means from the user (display user name and password input field) 
S3o Rg Je 3 and in^^^^^^^ the identification means (user input of name and password) (Numano: Figures 3 and 7). analyzmg 
Si iZtifSn meL (authe'n ticaUng the user based on the user identification means) (Numano: Fi^. ^ 3 an^^^^^^ 
»f ,...h».-;..tinn r..e.r.c Ji..hinp in. .^.M;»„^ rN..,^«nn- Fi^.res 3 and 7). inniitlinp infnsmn pHmmf tm niithnn7ff1 only for hiph-lcvel 
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authority holders (the administrator has the highest level of authority for accessing the GUI) (Nunmno: page 5' P^^^^^P"; 
retumingto the foUer level of authorization (access levels can be changed back upon inputtmg Oie corresponding user name and 
password for the previous level of authorization by following the steps displayed m Figure 7 of Numano). 

ri«im 4 \^cV^ inventive steo under PCT Article 33(3) as being obvious over Meinzer and Numano. Meinzer, as modified, teadi wherein 

JuthS^^^^^ patient authorizing, administrator authorizing, inclusive authonzmg or system designer authorizmg 

(authorized hospital personnel, i.e. doctor, nurse, medic, etc.) (Meinzer: column 6, Imes 41-45). 

ri^iiT. S lack noveltv under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches a method comprising step of obtaining 
Se'i^^ns "Zt^t^ll^^^^ (a soft key area 40 displaying a pluralHy of soft keys and ^e display of a 

plurality of icons, such as icons 72 and 74 for example) (column 3, lines 46-63 column 4, Imes 41-52). 

column 9, lines 1-20). 

different routines to the user) (column 6, line 17-colunm 7, line 9). 
i e highlighted) (column 10, lines 1-4). 

buSTon ^ n Jeric keypad and button 1 16) (colunm 4. lines 2-40 and column 6, lines 3-7). 

A prT-Artiol^^Vl-l as beine anticipated by Meinzer. Meinzer teaches the Step Of activad^^ 
^rettJltdTtS r buL?sr;;Lse?;^ SoTL^ia Jwith the buttons are activated upon user press.g the button) 
(column 4, lines 2-40). 

channels) (column 1, line 66-column 2, lines 5). 

aai. 12 lacK novelty under PCT Article 33(2) as. being anUcipa^^^^ 
providing minimal number of soft keys and adaptive .co«(^^^^ 

srico„ran^"ofke!s^^^^^^ 

icons) (column 3, lines 55-60 and column 4, lines 41-52). 
0024). 
0021). 

A prTArtirie^im as beine anticipated by Meinzer. Meinzer teaches a graphical user intwface for 

Claim 15 lack novelty under PCT Article 33(2) as ''^'"8 a^«Pa« ^ p. ,j (column 2, lines 6-8) compnsmg a 

pump control unit (GUl-CIF) (iniUs.on pump device W !^^ng a d^ ^JS M ^^^^^ 

plurality of hierarchical -^V/^P^^.P^^^^^^^ p^lemed by at least one of the pages (each of 

next/subsequent page/routme) (column 6, Imes 17-45), a P'^famy " . (column 6 lines 17-45), such that the pages present 

the views shown on the C3U I represent a rouUne for the ^^^^^^^ displ^ shown in Figures 13a- 13d for 

options that are possible in the stage only (as shown by ^^J.^f^/,^^^^^^ to the user) (column 6, line 17-column 7. line 9); and a 

example, each of the pages displays uUrto navigate from one stage ,0 another 

^!;!!!!!ii^-r^tr ;rfrn':^;^ ^ ■ ' ^ ^'"" - "'^^ """"" 
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functions) (column 3, lines 34-46 and column 6, lines 17-45). 

Claim 16 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches navigators, directing the user among 
the pages (soft keys associated with different routines and ftinctions that can be selected by the user) (column 3, Imes 34-46 and column 
6, lines 17-45). 

Claim 17 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches displayers presenting predetermined 
infusion parameters being intuitively interpreted (default fields for infusion parameters as shown in Figure 10b) (column 8, Imes 7-16). 

Claim 18 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches a plurality of N buttons, each of the 
button executes a singular command at a specific stage, so as to minimize the number of faults (the plurality of soft keys 36 shown m the 
soft keys area 40 in Figure 5) (column 3, lines 55-57). 



Claim 19 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein N is an integer number in the 
range from 1 to 3 (as shown in Figure 5, 3 soft keys are displayed, namely flie "Change Mode" soft key, "Label soft key and the 
"Primary" soft key). 

Claim 20 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein N is an integer number in the 
range of 2 to 6 (as shown in Figure 5, 3 soft keys are displayed, namely the "Change Mode" soft key, "Label soft key and the 
"Primary" soft key). 

Claim 21 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein tfie buttons are activated by 
continuous push, so as it is operable only by a willfiil act (the fiinction associated with the buttons are activated upon a continuous push, 
i.e. user pressing the button) (column 4, lines 2-40). 

Claim 22 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meiieer teaches wherein the buttons are selected from a 
group consists of ON/OFF. Start/Stop and dose/prime (the"on/ofF' charge key) (column 4, lines 28-31). 

Claim 23 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches at least one soft key configured to 
ch^ge inftision par^eters and navigate among the interface pages (for example, the "Change Personality" soft key m Figure 8b can be 
selTcfed to display a new page, i.e. subroutine to change the previous set of configuration parameters) (column 6, lines 17-40 and column 
7, lines 38-53). 

Claim 24 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein the soft keys are finger- 
operated (user pressing the keys) (column 4, lines 28-31). 

Claim 25 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein tfie font of the pages is 
SleSrl a g^^^^^^ of character and numbers in Latin letteis, Hebrew letters, Arabic letters, Latin, Cyrillic, and Korean 

hS, H^ganr^ji, Katanga, in any known fonts or combination thereof (for example, as shown in F.gure 5, the information is 
displayed using a known font in English, which uses Latin characters and numbers). 

Claim 26 lacks inventive step under PCT Article 33(3) as being obvious over Meinzer and MiUier. Meinzer teaches all of the limitations 
i applied to claim 15 above However, Meinzer fails to explicitly teach wherein the pages are displayed by two or more langua^^^^^ 
Elected by the user. Milner teaches a graphical user interface for assisting medical patients (Mitoer: Figures 3-4) s.irnlar to that of 
Meinzer. In addition, Milner further teaches wherein tte pages are displayed by two or more languages, '^ '''f^^^J^^^^^ 
^nguage pairs, such as English-Spanish) (Milner: column 8, lines 9-16 and further shown by the Page displayed Span sh n Figure 22) 
rwould Imve been obvious to one of ordinary skill in the art, having the teachings of Meinzer and Milner before him at the Ume the 
n^inTas n^a^e! to modify the dispby of pages for an infusion pump GUI of Meinzer to include the display of pages m a plurality of 
rfTremirir^^^^ taught by Milner. One would have been motivated to make such a combination in order to aUow doctors and 
patients who speak different languages to be able to clearly and easily communicate with each other. 

Claim 27 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein the soft key includes user 
programmable function keys (the soft keys can be selected to program the values of the selected functions) (column 8, lines 7-31). 

Claim 28 lacks inventive step under PCT Article 33(3) as being obvious over Meinzer and Mihier. Meinzer, as ^^^jf^.^^^'^^^ 
adapted to accept input using vocal commands (a voice component Uiat allows patient commands, i.e. responses to be heard) (Milner. 
column 6, lines 25-38). 

Claim 29 lacks invenliw step under PCT Article 33(3) as being obvious over Meinzer and Milner. Meinzer as modified, teach >vherem 
tJie soft key is configured toaccept input via a touch screen (touch sensitive screen provWed for user input) (M.lner: column 7. Imes 13- 
18). 

rinim UcV n»v^i.v .mHpr pfT AHiri. ^v r>\ heinp anticimted hv Meinzpr MfinzcF Isiichfs vYhfirfiln adaplffi In srvrral Irpatment 
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performed by the infusion pump (seveml modes for infusion) (column 11, line 62.column 12, line 5 and Figure especial^ 
intermittent, PCA, TPN, continuous treatments or any combination thereof (infusion rates can be mtermittent, i.e. the infusion can be 
paused, as shown in Figure 1 Ic) (column 8, line 64-column 9, line 1 1): 

Claim 31 lack novelty under PCT Article 33(2) as being anticipated by Meinzer, Meinzer teaches comprising one or more icons, 
S^esent^^^^^^^^ level of authority and infusion parameters (icons used ad indicators of pump conditions, such as 

icon 72 and 74) (column 4, lines 41-52). 

Claim 32 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein the icons are se toed frorn a 
™ consi^te of stnkrepresenting the volume in the bag. syringe representing volume of dose or volume formerly .nfused (the d.splay 
shown in Figure 18d represents the dose of the infusion) (column 13, hnes 46-55). 

Claim 33 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches at least one mobile icon, especially 
Sa^d to repiSenrSerthe pump is on or off and/or the progress of the infusion and/or the progress of any other command (a 
icon StS^ thep'o^s of the pump, i.e. whether tl. pump is very charged or "otve^ charged dependmg on the 
movable gaugeof the battery icon, as shown in Figure 8a) (column 4, lines 41-52 and column 7, hnes 28-34). 

in the field shown in Figure 12). 
10, lines 1-4). 

indepenctently increased or deaeased by pressing the up or down keys) (column 1 0, hnes l-1 1 ). 

J nr-r A ^..i^ as heine anticioated bv Meinzer. Meinzer teaches wherein messages are displayed upon 

example, the rate limit, is displayed in 28b). 

It would hav, tarn „b.K,u! lo one of orliw, '^•"^.^.'^^"^X^SSlSk msctonbm of M«inia^ One would have bcon 

order to notify the user of a problem and prevent failure. 

CUIn, 39 ,„k, iav=„i„ ...p u„d=, PCT Anicl. 33(3, '-'"I*^. LeZ ^^i^^^^^'St.^l''^'^' 

^. ■ I 1 u , ..nH^r PPT Article 13^2^ as bcine anticipated by Meinzer. Meinzer teaches constantly displayed icons, the icons 
(column 4, lines 41-52). 

A Di-x A heine anticioated bv Zaleski. Zaleski teaches wherein enabling the user to change the 

Claim 41 lack novelty ""^er PCT^^^^^^ ^^^^ ^^^^^ appropriate fields or deleting the 
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and page 4, claim 7). 

Claim 42 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches enabling the user to add or remove 
content to or from the GUI, by transmitting one or more execite files to the CU using wired or wireless transmission (adding content, i.e. 
adding data to the pump from an external computer) (column 4, lines 49-52). 

Claim 43 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein enabling the user to install or 
uninstall or update execute files or programs in the CU (downloading configurations to the inftision pump) (column 15, lines 52-64). 

Claim 44 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches wherein the content is selected from 
languages, digits, icons, biometric tests, personalized specifications concerning the infusion parameters or any combination thereof 
(transferring infusion pump parameters, i.e. configurations by authorized personnel) (column 15, lines 52-64). 

Claim 45 lack novelty under PCT Article 33(2) as being anticipated by Meinzer. Meinzer teaches messages displayed upon user's 
mistakes or incorrect input of infusion parameters (alarms will be displayed on the status display to indicate that an error, such as an 
entered value being outside of an allowable range/limit) (column 3, lines 50-52, column 18, lines 17-41 and column 19, lines 16-30) 
wherein the messages explain the user on the steps need to be taken such that the user's mission fulfilled (to fix the alarm, the user must 
enter a value within the limit, such as the limit shown in Figure 28b) (column 18, lines 17-41 and column 19, lines 16-30). 

Claims 1-45 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. 
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